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W) i BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPéoc lap - Tw do - Hanh phc
S6: 1132 /QLD-CL Ha Ngi, ngay 18 thang 04 ndm 2025

VIV str dung céc thude do
cong ty Mylan Laboratories
Limited tai Indore-Pithampur,
An D6 san xuat

Kinh gri:
- Cuc Phong bénh;
- S& Y té céc tinh, thanh phé tryc thuoc Trung uong;
- Cong ty TNHH Viatris Viét Nam
- Van phong dai dién Mi Pharma Limited

Can cir Luat Dugce s6 105/2016/QH13 ngay 06/4/2016;

Can ¢t Thong tu s6 45/2024/TT-BYT ngay 24/12/2024 ctiia Bo Y té vé viéc
stra ddi, bo sung mot sb diéu va phu luc kém theo Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 cta Bo trudng BO Y té quy dinh vé chat luong thude, nguyén liu
1am thudc;

Can ctr bao céo két qua kiém nghiém, phan tich xac dinh chat lugng thudc cua
Vién Kiém nghiém thudc Trung wong tai cac van thu s6 407/ VKNTTW-KHTH ngay
03/04/2025, s6 450/VKNTTW-KHTH ngay 14/04/2025, Vién Kiém nghiém thudc
Tp. Hb Chi Minh tai van thu s6 224/VKNT-KHTH ngay 17/03/2025, s6 388/VKNT-
KHTH ngay 28/03/2025, s6 452/VKNT-KHTH ngay 11/4/2025 dbi véi cac 16 thude
do Cdng ty Mylan Laboratories Limited, Indore-Pithampur, An D san xuit da nhap
khau vao Viét Nam bi tam dung kinh doanh, st dung;

Can ctr bdo cdo cua Cuc Phong bénh tai van thu sb 140/PB ngay 04/04/2025
va cac don vi lién quan vé qua trinh str dung thubc va nhu cau st dung thuée trong
Chuong trinh phong chong HIV/AIDS dbi véi mot s6 thuoc do Cong ty Mylan
Laboratories Limited, Indore-Pithampur, An D¢ san xuat;

Can ctr cac ¥ kién ctia T chirc Y té thé giéi — Chuong trinh tlén tham dinh
(WHO-Prequalifcation Programe) tai thong bao ngay 31/03/2025 vé két qua danh
gia tinh trang dap tng Thuc hanh tét san xuat thuéc (GMP) cua Cong ty Mylan
Laboratories Limited, Indore-Pithampur, An Dg;

Cin c y kién két luan ciia Hoi dong tu van cap gidy dang ky luu hanh thudc,
nguyén li¢u lam thudc ddi véi thuéc hoa dugc (tai Bién ban cudc hop Hoi dong ngay
09/04/2025) vé viéc dong ¥ tlep tuc su dyng 16 thudc Cong ty Mylan Laboratories
Limited, Indore-Pithampur, An Do san xuat, 3 dugc nhap khau vao Viét Nam;

Pé bao dam viéc cung tmg thudc cho coéng tac phong chita bénh; Cuc Quan ly
Duoc théng béo:

1. Cac 16 thudc do Cong ty Mylan Laboratories Limited (dia chi: Plot No.11,
12 & 13, Indore SEZ, Phase-Il, Pharma Zone, Sector-111, Pithampur Dist. Dhar,
Madhya Pradesh-454775, India) san xuat, da dugc nhap khau vao Viét Nam trude



ngay 17/02/2025 dugc tiép tuc kinh doanh, sir dung theo quy dinh.

2. Tiép tuc thuc hién vi¢c tam dung nhap khAu theo tinh than cua cong van $6
510/QLD-CL ngay 17/02/2025 cta Cuc Quan 1y Dugc d6i voi cac thude do cong ty
néu trén san xuat, theo ¥ kién tu van ciia Hoi dong Hoi dong tu van cap Gidy dang
ky luu hanh thude, nguyén liéu lam thue BO Y té, cho dén khi c6 day du c4c bang
chtng khic phuc chimg minh co so san xuat tuan thi dap ang GMP.

3. Céc co so kinh doanh, st dung thudc ting cuong kiém soat chat luong;
giam st chat ché viéc phan phdi, cip phat, sir dung thude cac 16 thude duoc tiép tuc
kinh doanh, str dung noi trén; kip thoi xir Iy khi ¢d phan Gmg phu xay ra khi nguoi
bénh str dung thude. Kip thoi bdo c&o Cuc Quan Iy Dugc trong truong hop cé phan
g phu nghiém trong lién quan dén thudc xay ra hodc phat hién bang ching thudc
c6 vi pham trong qua trinh luu hanh, st dung.

4.S6'Y té cac tinh, thanh phé tryc thudc Trung wong thong bao cho cac co sé
kham bénh, chira bénh, cac don vi kinh doanh duoc phém trén dia ban dang bao
quan, kinh doanh, str dung thude biét va nghiém tac thyc hién.

5. Cuc Phong bénh hudng dan chi dao Ban Quan Iy Du éan ho tro k¥ thuat Quy
toan cau phong, chong HIV/AIDS va cac don vi lién quan, giam sat chat ché trong
qua trinh cap phat, sir dung.

6. Cong ty TNHH Viatris Viét Nam, Van phong dai di¢n MI Pharma Limited
tai Viét Nam:

- Phéi hop voi cac co sé kinh doanh sir dung trong viée theo ddi, giam sat chat
lwong, an toan cua thude trong qua trinh phan phdi, st dung;

- Tiép tuc cung cap thong tin vé tinh hinh xu 1y, két luan cua cac Co quan
quan 1y dugc lién quan ddi véi tinh trang dap tmg Thuc hanh tét san xuat caa Cong
ty Mylan Laboratories Limited Indore-Pithampur, An B¢ dé 1am co s& cho viéc xir
Iy tiép theo.

Cuc Quan Iy Dugc théng bao dé cac don vi thuc hién./.
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